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closed in accordance with the practice under Ex parte Quayle, 1935 CD. 11, 453 O.G. 213. 
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DETAILED ACTION 
Status of Claims 

1 . Applicant's response, filed 5/04/2009, to the Office Action mailed 1 1/03/2008007 
is acknowledged. Applicant has presented arguments in response to the Office Action. 

2. Claims 1 and 2 are pending and presently under consideration. 

3. Applicant's arguments have been fully considered but they are not deemed to be 
persuasive. Rejections and/or objections not reiterated from previous office actions are 
hereby withdrawn. The following rejections and/or objections are either reiterated or 
newly applied. They constitute the complete set presently being applied to the instant 
application. 

Claim Rejections - 35 USC § 103 

4. The following is a quotation of 35 U.S.C. 1 03(a) which forms the basis for all 
obviousness rejections set forth in this Office action: 

(a) A patent may not be obtained though the invention is not identically disclosed or described as set 
forth in section 102 of this title, if the differences between the subject matter sought to be patented and 
the prior art are such that the subject matter as a whole would have been obvious at the time the 
invention was made to a person having ordinary skill in the art to which said subject matter pertains. 
Patentability shall not be negatived by the manner in which the invention was made. 

5. Claims 1 and 2 are rejected under 35 U.S.C. 1 03(a) as being unpatentable over 
Tanaka et al. (Cancer Letters, Vol. 172, pages 1 19-126 [see Applicant's 12/23/2005 
IDS]), in view of Fan et al., editors ("Mouse Skin tumor Assay", 1996, Toxicology and 
Risk Assessment: Principles, Methods, and Applications , pages 124-127). 

Tanaka et al. teach the instantly claimed compound and its high anti-tumor 
promoting activity. See Abstract and compound 1 on page 121. Tanaka et al. teach 
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compound 1 "is considered to be a naturally occurring triterpenoind with the strongest 
anti-tumor promoting activity in the in vivo assay ever known". See page 124, last 
paragraph. The in vivo assay used by Tanaka et al. is a two-stage mouse skin 
carcinogenesis assay, as described on page 122. The reference discloses that 
compound 1 is a "promising candidate for effective and safe chemopreventive agents". 

Tanaka et al. do not teach the use of the instantly claimed compound (i.e., 
Tanaka's compound 1 ) for the treatment of lung tumorigenesis or its oral administration. 

Fan et al. teach mouse skin tumor assays and their use as a screening tool for 
carcinogens and carcinogen promoters. Fan et al. teach a correlation between the 
mouse skin tumor assay and the mouse lung adenoma assay. Additionally, the 
reference teaches the use of the skin tumor assays for pharmacological research on 
chemotherapeutic agents. See pages 124-127, especially the 3 rd and 4 th paragraphs on 
page 127. 

It would have been obvious to one of ordinary skill in the art at the time of the 
invention combine the teachings of Tanaka et al. and Fan et al. The strong anti-tumor 
promoting activity of the instantly claimed compound, as taught by Tanaka et al., would 
have motivated the skilled artisan to test the effectiveness of the compound in inhibiting 
tumorigenesis in other tissues, including the lung. The teaching by Fan et al. of a 
correlation between the mouse skin tumor and lung adenoma assays would have 
further motivated the artisan to test the compound for effectiveness in inhibiting lung 
tumorigenesis. 
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Oral bioavailability of the instantly claimed compound is a characteristic of the 
compound. If the compound was bioavailable after oral administration, one of ordinary 
skill in the art would have been motivated to administer the compound by this route for 
patient convenience and administration compliance. 

A reference is good not only for what it teaches by direct anticipation but also for 
what one of ordinary skill in the art might reasonably infer from the teachings. {In re 
Opprecht 12 USPQ 2d 1235, 1236 (Fed Cir. 1989); In re Bode 193 USPQ 12 (CCPA) 
1 976). In light of the forgoing discussion, the Examiner concludes that the subject 
matter defined by the instant claims would have been obvious within the meaning of 35 
USC 1 03(a). From the teachings of the references, it is apparent that one of ordinary 
skill in the art would have had a reasonable expectation of success in producing the 
claimed invention. Therefore, the invention as a whole is prima facie obvious to one of 
ordinary skill in the art at the time the invention was made, as evidenced by the 
references, especially in the absence of evidence to the contrary. 

Response to Arguments 

6. Applicant argues the Fan et al. reference "may suggest a correlation [between 
the mouse skin tumor assay and the mouse lung adenoma assay] regarding 'the lowest 
dose administered systemically that elicits a positive carcinogenic response', [Fan et al.] 
fails to suggest the correlation on anti-tumor promoting activity between the mouse skin 
tumor assay and the mouse lung adenoma assay." 
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Applicant's arguments have been fully considered but they are not persuasive. 
As discussed above, the strong anti-tumor promoting activity of the instantly claimed 
compound, as taught by Tanaka et al., would have motivated the skilled artisan to test 
the effectiveness of the compound in inhibiting tumorigenesis in other tissues, including 
the lung (a very prevalent form of cancer). The teaching by Fan et al. of a correlation 
between the mouse skin tumor and lung adenoma assays was cited for providing further 
motivation for one of ordinary skill to test the compound for effectiveness in inhibiting 
lung tumorigenesis. Fan et al. provide a correlation of carcinogenic activity between the 
mouse skin tumor assay and the mouse lung adenoma assay (e.g.,. similar lowest 
systemic dose having a positive carcinogenic response in both assays). 



Conclusion 

7. Claims 1 and 2 are rejected. 

8. No claims are allowed. 

9. THIS ACTION IS MADE FINAL. Applicant is reminded of the extension of time 
policy as set forth in 37 CFR 1 .136(a). 

A shortened statutory period for reply to this final action is set to expire THREE 
MONTHS from the mailing date of this action. In the event a first reply is filed within 
TWO MONTHS of the mailing date of this final action and the advisory action is not 
mailed until after the end of the THREE-MONTH shortened statutory period, then the 
shortened statutory period will expire on the date the advisory action is mailed, and any 
extension fee pursuant to 37 CFR 1 .136(a) will be calculated from the mailing date of 
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the advisory action. In no event, however, will the statutory period for reply expire later 
than SIX MONTHS from the mailing date of this final action. 

1 0. Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to GREGG POLANSKY whose telephone number is 
(571)272-9070. The examiner can normally be reached on Mon-Thur 9:30 A.M. - 7:00 
P.M. EST. 

If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, Ardin H. Marschel can be reached on (571) 272-0718. The fax phone 
number for the organization where this application or proceeding is assigned is 571- 
273-8300. 

Information regarding the status of an application may be obtained from the 
Patent Application Information Retrieval (PAIR) system. Status information for 
published applications may be obtained from either Private PAIR or Public PAIR. 
Status information for unpublished applications is available through Private PAIR only. 
For more information about the PAIR system, see http://pair-direct.uspto.gov. Should 
you have questions on access to the Private PAIR system, contact the Electronic 
Business Center (EBC) at 866-217-9197 (toll-free). If you would like assistance from a 
USPTO Customer Service Representative or access to the automated information 
system, call 800-786-9199 (IN USA OR CANADA) or 571-272-1000. 

/Gregg Polansky/ 
Examiner, Art Unit 1614 

/Ardin Marschel/ 

Supervisory Patent Examiner, Art Unit 1614 
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